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Dr. Lester M. Crawford, Acting Commissioner 
Food end Drug Administration 
US. Departmer~t of Health and Human Services 
5600 Fishcrs Lsne, Room 1471 
Rockville, MD 20857 

Dear Dr. Crawfkd: 

We have review ed the Food and Drug ~dm.inhation's Notice of Opportunity for Hearing, specifically relating to 
certain antibiotis animal drug products lisred in the Cock uf~eckml Regd~tionr (CFR), S&ion 558.15. 

After reviewing CFR 5 558.15, as incorporated by cross-tefhtncc in CFR rj 558.76 and the reference to New 
kimal Drug &plication (NADA) Ml-137, there appears to be no confusion. over the approval starus of Back&t 
Mcthylcnc Disakicylate Single-Ingredienr Type A Medicated feed additive. The administrative record clearly 
demonstrates thu this product has had approval by your dcpsrtmcnt for over thirty years. 

Therefore, we would like ro discuss with you the approval status ofBa&acin Methylene Drsalicylare 
SingHugredient and also the approval status of oxytenacychne end neomycin fixed-combination additive. It is our 
understan&ng that fhe approval status of oxytetracyc’line and neomycin tie&combination had been previously 
studied in the affkmative, and that our predecessors, Senators Jim Exon and Bob Kerrey, together with 
Cong-r~smtn Michael Bilirakis and Joe Barton, were fully briefed to that effect in 1996. We are writing IO inquire 
why there seemz. to be newfound confusion within your agency over thcsr: listings. 

We believe it is important that we discuss this marter, with all interested parIies present, in order to find a rcsolntion 
regarding the approval status of these d&gs. Therefore, we are requesting that you schedule a meeting aith OW: 
offices as soon as possible. 

We appreciate your attention to this matter, and look forward to your prompt response. 

Center for Veterinary Medicine 
U.@$ood and Drug Administration 
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